United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, l'atint and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



I0/7H4.M0 



FILING DATE 



02/2.V2004 



FIRST NAMED INVENTOR 



530 7590 11/19/2008 

LERNER, DAVID, LITTENBERG, 
KRUMHOLZ & MENTLIK 
600 SOUTH AVENUE WEST 
WESTFIELD, NJ 07090 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



PELLEGRINO BRIAN E 



PAPER NUMBER 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/784,646 


Applicant(s) 

ERRICO ET AL. 


Examiner 

Brian E. Pellegrino 


Art Unit 

3738 
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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 29 August 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

Claim(s) is/are allowed. 

6) |EI Claim(s) ±2± is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1) ^| Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 
Paper No(s)/Mail Date 8/29/08 . 6) □ Other: . 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 8/29/08 
has been entered. 

Priority 

The benefit claim priority claim filed on 1 1/26/07 is not being considered because 
the priority claim was not filed during the time period set forth in 37 CFR 1 .78(a). Since 
this application filed under 35 U.S.C. 111(a) after November 29, 2000, the time period is 
during the pendency of the application and within the later of four months from the 
actual filing date of the application or sixteen months from the filing date of the prior 
application . A petition must be accompanied by (1 ) the reference required by 35 
U.S.C. 120 for priority to the prior filed application, unless previously submitted; (2) a 
surcharge under 37 CFR 1 .17(t); and (3) a statement that the entire delay between the 
date the claim was due under 37 CFR 1 .78(a)(2) or (a)(5) and the date the claim was 
filed was unintentional. The Director may require additional information where there is a 
question whether the delay was unintentional. The petition should be addressed to: 
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Mail Stop Petition, Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 
22313-1450. The application filed the reference to prior applications on 2/23/04, but 
failed to indicate the relationship. Applicant perfected the reference to priority on 
1 1/26/07 by establishing relationships to the prior applications, however, this failed to 
include the required petition with the submittal. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



Claims 1-21 are rejected under 35 U.S.C. 102(e) as being clearly anticipated by 
both Errico et al. (2004/158325) and Errico et al. (2004/148027). 

The applied references have common inventors with the instant application. 
Based upon the earlier effective U.S. filing date of the references, it constitutes prior art 
under 35 U.S.C. 102(e). These rejections under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
either reference was derived from the inventor of this application and is thus not the 
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invention "by another," or by an appropriate showing under 37 CFR 1 .131 . Figs. 51-54 
in both references show the invention as claimed. 

Claims 1,4,5,10,15,16 are rejected under 35 U.S.C. 102(a) as being anticipated 
by Grunberg et al. (WO 02/71986). Figs. 4a,4b show apparatus for distracting 
intervertebral space comprising a shaft within the sides (402,404) with at least two distal 
extensions (407,409) coupled to the shaft. The distal extensions have a fixed dimension 
from one another in the same plane, but the intermediate portions of the extensions 
move toward and separate via the distractor mechanism 416 in the intermediate 
location. Regarding claim 10, it can be seen the distractor mechanism includes a pin 
that can move proximally and distally to increase and decrease the separation between 
the intermediate portions of the extensions to act as a fulcrum. It can also be seen there 
is a bifurcated trial with two halves 202 coupled to the distal extensions. The examiner 
is interpreting the claimed elements "bifurcated trial" in this way: two split halves 
capable of being inserted into the intervertebral space. Claims in a pending application 
should be given their broadest reasonable interpretation. In re Pearson, 181 USPQ 641 
(CCPA 1974). See also In re Morris, Fed. Cir. 1997 127 F3d 1048, 1054,1055. The 
external shape is capable of "approximating" the external disc shape of the artificial 
intervertebral disc. Regarding claims 4,5 the trial halves have a smooth outward facing 
surface, see Fig. 7. Regarding claim 16, there is a control device 414 coupled to the 
apparatus. 
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Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Grunberg 
et al. (WO 02/71986) in view of Baumgartner (5370697). Grunberg et al. is explained 
above. However, Grunberg et al. fail to teach a dome outer surface on the implant. 
Baumgartner shows (Fig. 5) a vertebral contact element 44 having a resting shape of a 
dome convexly extending from an orthopedic device 2. It would have been obvious to 
one of ordinary skill in the art to utilize a dome outer surface on the implant as taught by 
Baumgartner with the apparatus of Grunberg et al. such that it can be placed within the 
vertebrae's contour. 

Claims 6-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Grunberg et al. (WO 02/71986) in view of Ripple et al. (4566466). Grunberg et al. is 
explained supra. However, Grunberg et al. fail to teach markings for sizing. Ripple et 
al. teach (Figs. 6,7) markings for sizing a disc to be implanted. It would have been 
obvious to one of ordinary skill in the art to use markings as taught by Ripple et al. with 
the apparatus of Grunberg et al. such that the proper implant can be determined for the 
patient. It is well known in the art to use markings on shafts and would have been 
obvious to one of ordinary skill in the art to incorporate markings on a shaft of Grunberg 
et al. It would have been an obvious expedient to modify the dimensions of the disc 
size, since using 13mm-20mm would only involve routine skill in the art of a surgeon in 
estimating the intervertebral space and the proper size of the implant to be placed 
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therein. One of ordinary skill in the art clearly can optimize the sizes as taught by 
Ripple or the claimed range of 13-20mm in claim(s) 8 because both apparatus perform 
the same function of finding the appropriate size for the patient and would have 
predictable results on filling the space between vertebrae of a patient. 

Response to Arguments 

Applicant's arguments with respect to claim 1 ,21 have been considered but are 
moot in view of the new ground(s) of rejection. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian E. Pellegrino whose telephone number is 571- 

272- 4756. The examiner can normally be reached on M- F (7am-5:30pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on 571-272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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